Law, Ethics, and Psychiatry

The growing complexity of medical care and practice has increasingly brought a number of otherwise
independent disciplines into closer working relationships for purposes of mutual education and problem
solving. This process is prominently visible in the ways law, ethics, and psychiatry intersect around patient
care in the general medical and hospital setting. This special section will publish informative and provocative

articles which address these vital matters.

Ethical Considerations in Research Participation
Among Acutely Injured Trauma Survivors: An

Empirical Investigation
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Abstract: Posttraumatic behavioral and emotional distur-
bances occur frequently among physically injured trauma sur-
vivors. Despite increasing ivestigative interest in the evalu-
ation and treatment of psychological distress in acutely injured
patients, few studies have assessed ethical considerations sur-
rounding research participation. The authors empirically in-
vestigated ethical considerations in research participation
among 117 physically injured, hospitalized, motor vehicle ac-
cident and assault survivors. Immediately following a 1-hour
research interview, participants responded to 10 questions as-
sessiny the experience of research participation. The majority of
study subjects found participating in the protocol a positive
experience. Most of the hospitalized patients reported that they
expertenced control over initiation and discontinuation of the
protocol and that they derived benefit from their research par-
ticipation. A minority of participants reported that they expe-
rienced unwanted thoughts and unanticipated upset during the
protocol and that they felt they could not refuse participation.
However, over 95% of paticnts reported that the benefits of
protocol participation outweighed the costs and that in refro-
spect they would again agree to participate. These results
suggest that while a minority of participants may have diffi-
culties with specific aspects of protocol enrollment, overall
research participation is well tolerated by the majority of
acutely injured, hospitalized, trauma survivors.  © 2000
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Introduction

In 1985 and 1992 over 2 million Americans were
hospitalized after traumatic physical injury [1,2].
Physically injured trauma survivors may be at high
risk for developing posttraumatic behavioral and
emotional disturbances [3-6]. Though high quality
medical interventions are routinely implemented
for physically injured patients, an understanding of
the optimal evaluation and treatment protocols for
patients suffering posttraumatic distress in these
settings is still developing [7].

This increased investigative interest in the eval-
uation and treatment of acutely injured trauma sur-
vivors comes at a time when ethical concerns sur-
rounding research participation by patients
suffering psychological disturbance are rising
[8-10]. It has been suggested that research with
trauma victims requires an increased attention to
ethical considerations beyond the standard guide-
lines for conducting research with human partici-
pants [11]; these concerns are heightened among
acutely injured patients for several reasons. Acutely
injured patients often surrender control over emer-
gency care decisions and frequently undergo treat-
ment procedures about which they may have min-
imal awareness or understanding; traumatically
injured patients may therefore come to passively
accept loss of autonomy as an unavoidable circum-
stance of their hospitalization. Also, the traumatic
injury and subsequent medical procedures induce
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psychological distress which could be exacerbated
by research participation.

Thus, the processes of care surrounding trau-
matic physical injury raise a series of concerns re-
garding the autonomy and well-being of potential
research participants [12]. First, does participation
in research that elicits memories of the traumatic
event and evaluates posttraumatic symptom levels
adversely impact the participant by exacerbating
psychological distress? Second, do participants feel
a sense of control over the process of participation?
That is, do they feel they are able to refuse or
discontinue participation? Third, with regard to the
process of informed consent, are injured trauma
survivors able to accurately predict levels of dis-
tress prior to engaging in research protocols? In
retrospect would they again agree to participate?
Last, beyond the potential threats to participant
well-being and autonomy posed by investigative
protocols, are there potential benefits of patient par-
ticipation in trauma research?

Recent commentary has suggested that questions
about reactions to participation in studies of trau-
matic stress should be submitted to empirical in-
vestigation [12,13]. Empirical investigation of ethi-
cal considerations in trauma research is needed in
order to inform decision making by Institutional
Review Boards and investigators regarding the po-
tential risks and benefits of particular study designs
[14]. Our literature review, however, revealed no
studies that directly assessed acutely injured pa-
tients’ experiences with trauma-focused research
participation. Two investigations [14,15] assessed
subjective distress and satisfaction with research
participation among adult female HMO subscribers
asked to answer questions regarding the long-term
effects of prior sexual and physical victimization.
These studies reported that, generally, questions
were well-tolerated. Higher levels of posttraumatic
stress symptoms were associated with greater sub-
jective distress while completing the questionnaire;
however, higher levels of posttraumatic symptoms
were not associated with increased global dissatis-
faction with participation.

The goal of this investigation was to empirically
evaluate ethical considerations in research partici-
pation among acutely injured, hospitalized trauma
survivors. Our primary aim was to directly assess a
broad profile of reactions to research participation
including the extent to which participants experi-
enced immediate unanticipated and/or adverse re-
sponses, the degree to which participants experi-
enced control over protocol enrollment and
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discontinuation, participants’ understanding of the
process of informed consent, and participants’ ex-
periences of benefits from protocol enrollment. As
suggested by prior research with female HMO sub-
scribers, we hypothesized that the majority of par-
ticipants would endorse positive experiences with
research participation, but that subgroups of pa-
tients might express dissatisfaction with aspects of
the experience. Thus, we were also interested in
identifying demographic, injury, and symptomatic
characteristics of participants who endorsed nega-
tive experiences with the protocol.

Method
Study Site and Participants

The UC Davis Medical Center is the only Level 1
trauma center in inland Northern California; it pro-
vides care to the population of patients who reside
in Sacramento County and to the residents of 22
other inland Northern California counties. Between
2500 and 3000 physically injured trauma victims are
admitted to the trauma surgery service each year.
Approximately 70% of those admitted are victims
of motor vehicle accidents and violent assaults.
Participants approached for inclusion in the
study were motor vehicle accident and assault sur-
vivors between the ages of 14 and 65 who were
English speaking, and had sustained mild-to-
moderate physical injury. Participants who had
sustained severe head, spinal cord, or other injuries
(Maximum Abbreviated Injury Scale scores (AIS) =
5) [16], were excluded from the protocol. All par-
ticipants approached for the study were hospital-
ized for at least 1 day but not more than 9 days.
One hundred and seventeen participants were
recruited into the protocol. Patient ages ranged
from 14 to 61 with a mean of 33 years of age and a
standard deviation of 12 years; 10 participants were
between 14 and 18 years old. Approximately one-
third of participants were female; approximately
two-thirds were admitted to the hospital as a se-
quelae of motor vehicle accidents, and one-third
after violent assaults. Participants were from di-
verse racial backgrounds including white (N = 57,
48%), African American (N = 20, 17%), American
Indian (N = 13, 11%), Hispanic (N = 8, 7%),
Asian (N = 4, 4%), and other (N = 15, 13%)
backgrounds. Approximately one-third of partici-
pants reported that they lived alone. Over 50% of
participants had yearly incomes of $15,000 or less



and 39% had educational experience beyond high
school.

Participant Recruitment and the Process of
Informed Consent

Allinformed consent procedures were approved by
the UC Davis Institutional Review Board prior to
the study. After a surgical chart review assessing
inclusion criteria, eligible patients were approached
on the surgery ward by a research associate. Re-
search associates gave each hospitalized patient a
brief verbal overview of the protocol and asked
participants whether or not they would be inter-
ested in hearing a more detailed description of the
study. If a subject decided to listen to more details
of the protocol the research associate gave a copy of
the consent form to the subject and read aloud the
entire form, allowing participants to ask questions
or voice concerns. The following general principles
of informed consent were outlined in the consent
form [17]: 1) voluntary participation, 2) the right to
refuse or withdraw from the protocol at any point
in time, 3) that participation, refusal, or withdrawal
from the protocol would in no way impact the
participants’ ongoing medical care, 4) a description
of the risks and benefits of participation, including
the statement that the study entailed a risk that the
subject may find some of the questions distressing,
5) the nature and extent of confidentiality, 6) iden-
tification of whom to contact for problems that
occurred in the course of the research protocol, 7) a
discussion of payment for the protocol that in-
cluded notification that as participants they would
receive a $10 reimbursement immediately follow-
ing the ward interview, and 8) that the subject
would receive a copy of the consent form as well as
a copy of the experimental subjects bill of rights.
For participants under the age of 18, adolescent
assent and parental consent were obtained.

Procedure

After obtaining informed consent, study partici-
pants were administered a 1-hour interview. Initial
attempts to administer self-report checklists met
with feasibility problems, because many hospital-
ized trauma survivors had difficulties with mobil-
ity, vision, and the use of extremities. Therefore, the
research team constructed large print cards outlin-
ing the responses for each scale. Cards were visu-
ally presented to patients and scale items were si-
multaneously read aloud by the research associate.

Ethical Considerations in Acute Trauma Research

The interview included questions regarding subject
demographic characteristics, prior traumatic his-
tory, psychological symptoms, alcohol and drug
use, physical health and functional status, utiliza-
tion of medical services, and satisfaction with care.
Immediately following completion of the interview,
patients were asked to respond to 10 additional
interview questions assessing their reactions to re-
search participation.

Interview Items

Ethical Considerations in Research Participa-
tion. Ethical concerns were assessed with 10 items
from the Reactions to Research Participation Ques-
tionnaire (RRPQ) (unpublished data). The RRPQ is
a 60-item scale designed to evaluate participants’
reactions to specific aspects of research participa-
tion. It has been found to have good internal con-
sistency and split-half reliability [18]. Research par-
ticipants are asked to indicate their degree of
agreement with the RRPQ items on a 5-point Likert
scale with anchors “False,” “Mostly False,” “Uncer-
tain,” “Mostly True,” and “True.”

We limited our selection to 10 items in order to
decrease response burden in these acutely injured,
hospitalized patients. Our item selection followed
methods described by prior studies in the emerging
area of empirical investigation of ethical consider-
ations among research participants [14,19]. At the
time of protocol implementation, our review re-
vealed no validated brief instruments designed to
assess reactions to research participation among
traumatically injured patients. Thus, 10 RRPQ items
with face validity for the ethical considerations we
wished to evaluate were selected (see Table 1). Two
items were selected to assess whether participation
in acute trauma research resulted in immediate un-
anticipated and/or adverse responses (Table 1,
questions 1 and 2). Two items were selected to
assess participants’ retrospective “cost-benefit” [14]
assessment of protocol enrollment (Table 1, ques-
tions 3 and 4). Three items assessed the patient’s
experience of control over initiation and discontin-
uation of protocol enrollment (Table 1, questions
5-7). A single item was included to directly assess
the participant’s understanding of the consent form
(Table 1, question 8). Last, the participant’s global
satisfaction with and perceived benefit from re-
search participation was assessed (Table 1, ques-
tions 9 and 10).
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Table 1. Likert Scale responses (N = 112) to questions regarding ethical considerations in research

participation
False Mostly False Uncertain Mostly True True
Question N (%) N (%) N (%) N (%) N (%)
1) “The research made me think about
things I didn’t want to think
about.” 58 (52) 8(7) 10 (9) 18 (16) 18 (16)
2) “Participating upset me more than
I expected.” 87 (78) 8(7) 4 (4) 6(5) 7 (6)
3) “Had I known in advance what
participating would be like for me I
still would have agreed.” 1(1) 1(1) 3(3) 7 (6) 100 (89)
4) “Participating in this project was
worth it, despite any inconvenience
I experienced.” 2(2) 0 (0) 8(7) 11 (10) 91 (81)
5) “I felt like I couldn’t say “no” to
participating.” 85 (75) 2(2) 4(4) 5(5) 16 (14)
6) “I felt free to skip questions and/or
parts of the study.”” 5(5) 1(1) 5(5) 9 (8) 91 (81)
7) “1 felt I could stop at any time.” 2(2) 1(1) 3(3) 9(8) 97 (86)
8) “I understood the consent form.” 2(2) 0 () 4(4) 6 (5) 100 (89)
9) “l gained something positive from
participating.” 4(4) 2(2) 17 (15) 16 (14) 73 (65)
10) “Volunteering made me feel good
about myself.” 4(3) 1(1) 16 (14) 13(12) 78 (70)

“ One subject did not respond to this item

Posttraumatic Stress Symptoms. Levels of post-
traumatic stress disorder (PTSD) symptoms were
assessed using the civilian version of the Post-
Traumatic Stress Disorder Checklist (PCL-C; [20]).
The PCL-C is a 17-item self-report measure that
elicits responses for each of the DSM-IV symptoms
used in diagnosing PTSD. Weathers et al. [20]
found good test-retest reliability (0.96) for the mea-
sure. In a study of motor vehicle accident and as-
sault survivors, Blanchard et al. [21] reported a
correlation of 0.93 between PCL total score and the
Clinician-Administered PTSD Scale [22] total score.
The instrument has been used in an interview for-
mat with medically ill breast cancer patients [23]. In
the current study, responses were anchored in time
to the traumatic event that brought participants to
the hospital; for each item participants were asked
to rate, “How bothered you have been by these
experiences since your injury?” Responses to each
of the 17 items were recorded on a scale from (1)
“not at all” to (5) “extremely.”

Depressive Symptoms. We used the Center for

Epidemiological Studies Depression Scale (CES-D)
[24], a 20-item self-report instrument to measure
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levels of depressive symptoms. The CES-D has
been used extensively to evaluate depressive symp-
toms in patient populations presenting for care out-
side of the mental health specialty sector. Response
format is a 4-point scale (0-3) used to indicate
frequency of experiencing symptoms in the past
week; responses range from “rarely or none of the
time” (less than 1 day) to “most or all of the time”
(5-7 days). For purposes of the study, patients were
asked to indicate “How often you have felt this way
since the event that brought you to the hospital?”
The measure has good internal consistency and
convergent validity [24]. The CES-D has been used
in an interview format among hospitalized stroke
survivors [25].

Peritraumatic  Dissociative ~Symptoms. The
Peritraumatic Dissociative Experiences Question-
naire (PDEQ) [26] measures dissociative experi-
ences at the time of the traumatic event. We used
the 8-item interview version of the instrument that
includes experiences of change in sense of time,
feelings of unreality, and feelings of disorientation.
Across several studies, the measure has been dem-
onstrated to be internally consistent and evidence



supports its convergent, discriminant, and predic-
tive validity [3,27].

Traumatic Life Events. We used a modified ver-
sion of the traumatic event inventory that accom-
panies the Composite International Diagnostic In-
terview (CIDI)-PTSD module as developed for the

National Comorbidity Survey (NCS) [28]. Partici-

pants are asked if any of 12 events (i.e., combat,
life-threatening accident, natural disaster, witness-
ing injury, rape, molestation, physical assault,
physical abuse, child neglect, threatened with a
weapon, held captive or kidnapped, or great shock)
have ever happened to them. Yes or No responses
to each event are recorded by the interviewer. We
modified the inventory by asking “For each event,
please tell me if it has happened to you before the
event in which you were injured.”

Alcohol and Drug Use. Two questions from the
drug and alcohol use module of the Addiction Se-
verity Index (ASI) [29] were used to assess the
number of days in the past month that participants
had used alcohol or illicit drugs.

Data Analyses

Because negatively affected participants may have
dropped out of the investigation prior to comple-
tion, we first tracked subject flow through the pro-
tocol and compared the demographic and injury
characteristics of those participants who completed
the protocol with those who refused or interrupted
their participation. Next, among those participants
who completed the protocol we ascertained the
frequency distributions of responses for the 10
RRPQ items.

We were also interested in assessing symptom-
atic, demographic, and injury characteristics that
identified substantial subgroups of participants
who responded negatively to research participa-
tion. However, for 7 of the 10 RRPQ items, partic-
ipants with negative reactions to participation con-
stituted 7% or less of the sample. We therefore
undertook bivariate analyses only for the three
RRPQ items in which greater than 10% of partici-
pants endorsed responses indicative of negative re-
actions to research participation. We divided par-
ticipants into negative vs positive response groups.
Examination of the raw data for continuous vari-
ables revealed distributions approximating normal-
ity; therefore, t-tests were used to compare the
means of the groups on the PCL-C, CES-D, PDEQ,
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STUDY SUBJECTS
APPROACHED FOR
CONSENT

156

\ REFUSED
29

CONSENTED

DID NOT FINISH
INTERVIEW
10

ENROLLED

117

Figure 1. Subject flow through protocol.

NCS traumatic events inventory, ASI items, and
age. We used the y° statistic to compare the groups
along the following dichotomized injury and demo-
graphic characteristics: motor vehicle accident vs
assault mechanism of injury, gender, education
greater than, less than, or equal to high school,
white/other vs minority (i.e., African American,
American Indian, Asian, Hispanic) racial status, liv-
ing alone vs living with others, and income greater
than, less than, or equal to $15,000/year. When
expected counts fell below five subjects in any one
cell, Fisher’s exact test was used. The SPSS statisti-
cal package release 8.0 was used for the data anal-
yses [30].

Results

Of the 156 patients approached on the surgical
ward for participation in the study, 127 signed con-
sent forms and began the structured interview (Fig-
ure 1). Among the 29 participants who refused
participation, 11 declined because physical injuries
prevented participation, 3 reported not being inter-
ested, 1 was discharged before questions could be
administered, 1 was participating in another study,
1 reported that the hour interview would be too
long, and 12 had unknown reasons for refusing.
Ten of the 127 patients who signed the consent form
did not finish the interview. Two patients stopped
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the interview during its administration and eight
participants had the interview interrupted by pro-
cedures or discharge. Participants who did not en-
roll or complete the interview (N = 39) did not
differ from completers (N = 117) with regard to
age [(H(df = 154) = 0.99, p = 0.33), gender (}*(df =
1) = 0.45, p = 0.49)], and assault vs motor vehicle
accident injury status [x*(df = 1) = 0.04, p = 0.84].

Of the 117 enrolled participants, 112 completed
the 10 RRPQ items (Table 1). For 9 of the 10 items,
over 75% of subjects endorsed responses indicative
of positive experiences with the protocol.

The two RRPQ questions that assessed whether
participation in acute trauma research resulted in
unanticipated and/or adverse responses were
among the items for which participants most fre-
quently endorsed negative reactions (Table 1).
Thirty-two percent (N = 36) of participants en-
dorsed the “Mostly True” or “True” responses to
the statement, “The research made me think about
things I didn’t want to think about,” and 12% en-
dorsed the “True” or “Mostly True” responses to
the statement, “Participating upset me more than 1
expected.”

In contrast, few participants endorsed negative
responses to RRPQ items that assessed the retro-
spective cost-benefit of protocol participation (Ta-
ble 1). Only two participants responded “Mostly
False” or “False” in response to the statement, “Had
[ known in advance what participating would be
like for me I still would have agreed.” Likewise,
only two participants endorsed “False” in response
to the statement, “Participating in this project was
worth it, despite any inconvenience I experienced.”

Twenty-one participants (19%) answered “Most-
ly True” or “True” to the statement, “I felt I couldn’t
say “no” to participating. Few participants, how-
ever, responded negatively to other questions as-
sessing perceived control over research participa-
tion. Three participants endorsed “Mostly False or
False” responses to the statement “I felt I could stop
anytime,” and six participants endorsed “Mostly
False” or “False” responses to the statement, “I felt
free to skip questions and/or parts of the study.”
Over 90% of participants reported that they under-
stood the consent form.

The majority of participants reported that they
derived benefit from their research participation
(Table 1). Approximately 80% responded “Mostly
True” or “True” to the statements “I gained some-
thing positive from participating” and “Volunteer-
ing made me feel good about myself.” Although
few participants responded negatively to these
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items, approximately 15% endorsed “Uncertain” re-
sponses to these two statements.

Participants who responded “Mostly True” or
“True” to the question “The research made me
think about things I didn’t want to think about,”
were significantly more likely to have higher PTSD
and depressive symptom levels (Table 2). Partici-
pants who endorsed negative responses to this item
were significantly more likely to be older than those
who endorsed positive responses. In order to assess
whether there was a unique association between
symptomatic patients and negative research expe-
riences we controlled for the effect of age with
partial correlations. In these analyses the associa-
tions between PTSD (r = 0.30, p < 0.01) and de-
pressive (r = 0.27, p < 0.01) symptoms and nega-
tive responses on the RRPQ item remained
significant.

Participants with higher PTSD symptom levels
and who were hospitalized after physical assaults
were more likely to endorse “True” or “Mostly
True” responses to the statement “1 felt | couldn’t
say ‘'no’ to participating” (Table 2). Older partici-
pants and participants with greater physical injury
severity were significantly more likely to respond
“True” or “Mostly True” to the statement, “Partic-
ipating upset me more than I expected.” There were
no statistically significant differences between neg-
ative and positive responders on any of the RRPQ
items with regard to peritraumatic dissociative
symptoms, lifetime trauma, alcohol or drug use
past 30 days, gender, race, living alone, or income.

Discussion

To our knowledge this is the first investigation to
empirically assess ethical considerations in research
participation among acutely injured trauma survi-
vors. We found that over 75% of respondents de-
rived some benefit from participating in the re-
search protocol. Over 70% experienced control over
their ability to initiate or discontinue protocol par-
ticipation. Also, the observation that at least 17
hospitalized patients were able to either decline
participation or stop the interview once it had
started is further evidence of the ability of partici-
pants to autonomously choose to engage in proto-
col participation.

As hypothesized, subgroups of participants re-
ported negative reactions to protocol participation.
Over 30% of subjects reported that they had un-
wanted thoughts as a result of research participa-
tion, 12% reported unanticipated emotional upset,
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and 19% felt they could not decline protocol enroll-
ment. However, over 95% of patients reported that
the benefits of protocol participation outweighed
the costs and that in retrospect they would again
agree to participate. These results suggest that
while a minority of participants may have difficul-
ties with specific aspects of protocol enroliment,
overall, research participation is well tolerated and
may actually benefit the majority of physically in-
jured trauma survivors.

Our results are consistent with the limited previ-
ous empirical work examining reactions to partici-
pation in trauma-focused research. As part of their
study of the long-term effects of prior sexual and
physical victimization, Newman et al. [14] and
Walker et al. [15] included a 3-item version of the
RRPQ that assessed unanticipated upset, retrospec-
tive cost-benefit, and perceived benefit from partic-
ipating. The 3 RRPQ items were administered in
both a questionnaire to 1174 participants and as an
interview to a subsample of 252 women. Seventy-
seven percent of women in the Newman et al. and
Walker et al. study who completed the question-
naire and 97% of women interviewed reported no
regrets over research participation (compared with
94% in the current investigation). Ten percent of
women completing the questionnaire and 19%
completing the interview reported unexpected up-
set. On both the questionnaire and interview, par-
ticipants with higher levels of PTSD symptoms en-
dorsed greater unexpected upset than those with
lower PTSD symptom levels. Thus, in both the cur-
rent investigation and the study reported by New-
man et al. [14] the majority of respondents en-
dorsed positive experiences with trauma-focused
protocol participation. Subgroups of patients with
higher levels of posttraumatic psychological dis-
tress endorsed unwanted thoughts, unexpected up-
set, or difficulty refusing protocol participation. De-
spite these negative experiences with protocol
participation, the majority of subjects in both inves-
tigations reported that they would agree again to
participate.

Interestingly, though 86% of female HMO sub-
scribers in the interview sample reported deriving
some benefit from research participation, only 23%
of women completing questionnaires reported
some perceived benefit (compared with 91% of par-
ticipants in the current investigation). This suggests
that participants in trauma-focused research may
be more likely to perceive benefits from participa-
tion when administered interviews rather than
questionnaires.
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One difference that did emerge between the two
investigations was in the association between his-
tories of prior trauma and negative reactions to
protocol participation. Though Newman et al. and
Walker et al. reported that individuals with histo-
ries of maltreatment were more likely to underes-
timate their level of upset from research participa-
tion, we found no association between the number
of prior lifetime traumatic events and negative ex-
periences with the protocol.

Within our study, we identified several partici-
pant characteristics that inconsistently predicted
negative experiences with protocol participation.
For instance, older enrolled subjects were more
likely to experience unwanted thoughts and diffi-
culty declining protocol entry. Age, however, did
not predict which subjects initially refused or dis-
continued protocol participation. Given that it may
be difficult to consistently identify participant char-
acteristics across studies that predict negative expe-
riences with protocol participation, we suggest that
investigators conduct ongoing individualized as-
sessments of patient well-being and perceived con-
trol throughout trauma-focused protocol enroll-
ment. Beyond the administration of standardized
items, future investigations may want to employ
open-ended interview questions that elicit more
comprehensive assessments of protocol experiences
for particularly disaffected individuals such as
study dropouts.

There are a number of important considerations
in interpreting the results of this investigation. We
assessed immediate responses to research partici-
pation among hospitalized trauma survivors. It is
possible that participants’ responses are colored by
a positive “institutional transference” that they ex-
perience during the acute hospitalization. Negative
reactions to research participation may emerge only
with time. Future investigations of ethical consid-
erations among acutely injured trauma survivors
may want to employ follow-up procedures beyond
the inpatient hospitalization, that assess lasting
negative reactions to research participation [14].
Also, given the relatively small sample and the few
negative responders, we may not have had ade-
quate power to identify many of the individual
characteristics that predict negative experiences
with protocol participation. Finally, as with prior
investigation in this area, we only measured unex-
pected distress and cannot comment on the abso-
lute level of distress experienced by protocol par-
ticipants [14].

Beyond these considerations, the information de-



rived from this investigation can aid the decision
making of clinical researchers and Internal Review
Board members assessing ethical concerns in re-
search participation among acutely injured trauma
~survivors. Specifically, the results of this investiga-
tion support the ongoing implementation of acute
phase evaluation and treatment protocols for phys-
ically injured trauma survivors. More broadly, the
investigation adds to the growing empirical litera-
ture on ethical considerations in the conduct of
psychiatric research.
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